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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-8, 10-22 and 30-34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Yamazaki et al. (U.S. Pub. No. 20030004696) in view of Ertel (U. S. 
Pat. No. 5307262). 

Regarding claim 1, Yamazaki et al. disclose a method for carrying out quality 
control for an analysis process including a chain of sub-processes, the method 
comprising: storing at least one of fundamental chemical and physical basic sub- 
processes for the group in a. first database (sections 0030-0035 and 0040); 
representing at least a part of the chain of the analysis process by specifying one of the 
basic sub-processes, per sub-processes of the part of the chain, using at least one 
control parameter and at least one associated threshold value (sections 0043 and 
0161 ); determining measurement values of the control parameters for at least one run 
of the analysis process (sections 0162 and 0163); comparing the measurement values 
with the associated threshold values for the quality control (sections 0162 and 0163); 
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and outputting a result of the comparing the measurement values with the associated 
threshold values for the quality control (section 0043). 

Yamazaki et al. do not mention expressly: said comparison is in a chronological 
order of the occurrence of the sub-processes in the part of the chain in the course of the 
analysis process. 

Ertel teaches a method for carrying out quality control for an analysis process 
including a chain of sub-processes (Abstract), including: comparing measurement 
values with associated threshold values for the quality control in a chronological order of 
the occurrence of the sub-processes in the part of the chain in the course of the 
analysis process (col. 5, lines 35-39; col. 11, lines 50-55; col. 15, lines 11-20; col. 26, 
lines 61-68; col. 30, lines 13-19; cols. 35-36, lines 50-8). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the invention of Yamazaki et al. by including the data 
comparison technique as taught by Ertel in order to in order to monitor the overall 
performance of the data quality control process and performance trends over time as 
well as conduct more detailed case-specific quality control surveillance (Ertel, Abstract 
and col. 35, lines 50-60). 

Regarding claim 2, Yamazaki et al. disclose: wherein the analysis processes 
includes at least one of chemical and biochemical analysis process (section 0148). 

Regarding claim 3, Yamazaki et al. disclose: wherein at least one of the basic 
processes is used repeatedly for the representation (sections 01 12, 0219 and 0314). 
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Regarding claim 4, Yamazaki et al. disclose: wherein the part of the chain 
contains only the quality-relevant sub-processes (sections 0031-0036). 

Regarding claim 5, Yamazaki et al. disclose: wherein representation is aided by a 
correspondingly designed graphical user interface. 

Regarding claim 6, Yamazaki et al. disclose: wherein the graphical user interface 
aids the representation by at least one of drag-and-drop techniques, drop-down lists 
and checking list elements with a mouse click (section 0005). 

Regarding claim 7, Yamazaki et al. disclose: wherein the represented part of the 
chain is stored with the control parameters and threshold values in a second database 
(sections 0045, 0049, 0051 , 0054 and 0055). 

Regarding claim 8, Yamazaki et al. disclose: wherein associated measurement 
values lying above or below the threshold values are evaluated during the comparison 
(sections 0162, 0163 and 0165). 

Regarding claim 10, Yamazaki et al. disclose: wherein at least one of the 
measurement values and the results of the comparison are stored (sections 0045-0049, 
0051 , 0054 and 0055). 

Regarding claim 1 1 , Yamazaki et al. disclose: wherein a reference of a run of at 
least one of the analysis process and a reference of at least a part of the analyzer is 
also stored (sections 0054 and 0055). 

Regarding claim 12, Yamazaki et al. disclose: wherein at least one of the 
measurement values and the results of the comparison for a plurality of runs of the 



Application/Control Number: 10/535,134 Page 5 

Art Unit: 2863 

analysis process are at least one of stored and statistically evaluated (sections 0045- 
0049, 0054, 0055, 0162 and 0163). • 

i 

Regarding claim 13, Yamazaki et al. disclose: wherein at least one of the 
measurement values and the results of the comparison are stored in a third database 
(sections 0045-0049, 0054 and 0055). 

Regarding claim 14, Yamazaki et al. disclose: wherein at least one the 
measurement values and the results of the comparison are used to at least one of 
assist maintenance of an analyzer for carrying out the analysis process and to provide 
feedback about a manufacturing processes of at least parts of the analyzer (sections 

•i 

0045, 0047 and 0161-0163). 

Regarding claim 15, Yamazaki et al. disclose: a device for carrying out the 
method as claimed in claim 1 , said device comprising an analyzer for carrying out the 
analysis process (sections 0045, 0047 and 0161-0163). 

Regarding claim 16, Yamazaki et al. disclose: wherein the device includes a 
computer workstation (sections 0047 and 0048). 

Regarding claim 17, Yamazaki et al. disclose: wherein the computer workstation 
is connectable to the analyzer (sections 0047 and 0048). 

Regarding claim 18, Yamazaki et al. disclose: wherein the analyzer and the 
computer workstation are connectable together via an electrically engineered data 
connection (sections 0047 and 0048). 

Regarding claim 19, Yamazaki et al. disclose: wherein said first database is 
stored in the computer workstation (Fig. 1; sections 0003 and 0030). 
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Regarding claim 20, Yamazaki et al. disclose: wherein the computer workstation 
is designed for at least one of representing the part of the chain and for the statistical 
evaluation (sections 0043 and 0161-0163). 

Regarding claim 21 , Yamazaki et al. disclose: wherein at least one of a second 
database and at least parts of the third database are stored in the analyzer (sections 
0045, 0047 and 0048). 

Regarding claim 22, Yamazaki et al. disclose: wherein the analyzer is designed 
for determining the measurement values (sections 0045 and 0047). 

Regarding claim 30, Yamazaki et al. disclose a device for performing an analysis 
process including a chain of sub-processes (Fig. 1; sections 001 1 and 0012), the device 
comprising: means for storing at least one of fundamental chemical and physical basic 
sub-processes for the group in a first database (sections 0030-0035 and 0040); means 
for representing at least a part of the chain of the analysis process by specifying one of 
the basic sub-processes, per sub-processes of the part of the chain, using at least one 
control parameter and at least one associated threshold value (sections 0043 and 
0161 ); means for determining measurement values of the control parameters for at 
least one run of the analysis process (sections 0162 and 0163); means for comparing 
the measurement values with the associated threshold values for the quality control 
(sections 0162 and 0163); and means for outputting a result of the comparing the 
measurement values with the associated threshold values for the quality control (section 
0043). 
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Yamazaki et al. do not mention expressly: said comparison is in a chronological 
order of the occurrence of the sub-processes in the part of the chain in the course of the 
analysis process. 

Ertel teaches a method for carrying out quality control for an analysis process 
including a chain of sub-processes (Abstract), including: comparing measurement 
values with associated threshold values for the quality control in a chronological order of 
the occurrence of the sub-processes in the part of the chain in the course of the 
analysis process (col. 5, lines 35-39; col. 11, lines 50-55; col. 15, lines 11-20; col. 26, 
lines 61-68; col. 30, lines 13-19; cols. 35-36, lines 50-8). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the invention of Yamazaki et al. by including the data 
comparison technique as taught by Ertel in order to in order to monitor the overall 
performance of the data quality control process and performance trends over time as 
well as conduct more detailed case-specific quality control surveillance (Ertel, Abstract 
and col. 35, lines 50-60). 

Regarding claim 31, Yamazaki et al. disclose: wherein the device includes an 
analyzer (sections 0162 and 0163). 

Regarding claim 32, Yamazaki et al. disclose: wherein the device includes a 
computer workstation (sections 0047 and 0048). 

Regarding claim 33, Yamazaki et al. disclose: wherein the computer workstation 
is connectable to the analyzer (0047 and 0048). 
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Regarding claim 34, Yamazaki et al. disclose: wherein the analyzer and the 
computer workstation are connectable together via an electrically engineered data 
connection (0047 and 0048). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yamazaki 
et al. in view of Ertel, as applied to claim 1 above, and further in view of Markham et al. 
(U.S. Pub. No. 20060149407). 

Yamazaki et al. in view of Ertel teach the subject matter discussed above except: 
wherein a run of the analysis process is terminated if one of the measurement values 
violates a predetermined relation with respect to the associated threshold value during 
the comparison. 

Markham et al. teach a quality management system, including: an analysis 
process (Abstract); and a run of the analysis process is terminated if one of the 
measurement values violates a predetermined relation with respect to an associated 
threshold value during the comparison (section 0228). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include the teaching of Markham et al. in the cpmbination of 
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Yamazaki et al. and Ertel in order to provide an event-based quality assurance system 
wherein process control is dynamically related to the quality assurance mechanism in 
real-time (Markham et al., Abstarct). 

4. Claims 23-29 are rejected under 35 U,S,C. 103(a) as being unpatentable over 
Yamazaki et al. in view of Ertel, as applied to claims 1 and 15-18 above, and further in 
view of Berger et al. (U.S. Pub. No. 20010043882). 

Regarding claims 23-26 and 29, Yamazaki et al. in view of Ertel teach the subject 
matter discussed above. Yamazaki et al. do not mention explicitly: wherein the analyzer 
includes a base unit and subunits, attachable into the base unit; wherein the subunits 
are provided with an electronic memory chip; wherein at least one of a second database 
and at least parts of the third database are stored in the subunits; wherein a reference 

» 

of the respective subunit are stored in the third database;, and wherein the analyzer 
includes a base unit and disposable, attachable into the base unit. 

Berger et al. teach an analyzer for analyzing medical samples (Abstract), wherein 
the analyzer includes a base unit and subunits, attachable into the base unit (section 
0016 and 0019); wherein the subunits are provided with an electronic memory chip 
(section 0019); wherein at least one of a second database and at least parts of a third 
database are stored in the subunits (section 0019); wherein a reference of the 
respective subunit are stored in the third database (section 0019); and wherein the 
analyzer includes a base unit and disposable, attachable into the base unit (section 
0016 and 0019). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include the teaching of Berger et al. in the combination of 
Yamazaki y et al. and Ertel in order to provide an analyzer in which different sensor 
modules can be exchanged by the user on-demand for various measurement purposes 
and wherein measurement data can be stored locally for later use (Berger et al., section 
0016 and 0019). 

Regarding claim 27, Yamazaki et al. in view of Ertel teach the subject matter 
discussed above except: wherein the analyzer is intended for analyzing at least one 
substance in a bodily fluid of a living being. 

Berger et al. teach an analyzer for analyzing medical samples (Abstract), wherein 
• the analyzer is intended for analyzing at least one substance in a bodily fluid of a living 
being (section 0031 ). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include the teaching of Berger et al. in the combination of 
Yamazaki et al. and Ertel in order to provide an analyzer that can be used for analyzing 
medical samples, and preferably for analysis of body fluids, as an intended use of the 
claimed invention (Berger et al., section 0031). 

Regarding claim 28, Yamazaki et al. in view of Ertel teach the subject matter 
discussed above except: wherein the analyzer and the computer workstation are 
connectable together via the Internet. 
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Berger et al. teach an analyzer for analyzing medical samples (Abstract), wherein 
the analyzer and the computer workstation are connectable together via the Internet 
(section 0018). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include the teaching of Berger et al. in the combination of 
Yamazaki et al. and Ertel in order to provide an analyzer that can be used for analyzing 
medical samples in a location remote from a central unit (Berger et al:', section 0031). 

» 

Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Response to Arguments 

6. Applicant's arguments received 04/09/07 with respect to claims 1-8, 10-22, and 
30-34 have been considered but are moot in view of the new ground(s) of rejection. 

Claims 1-8, 10-22, and 30-34 are rejected as new prior art reference (U. S. Pat. 
No. 5307262 to Ertel) has been found to teach the limitation argued by the Applicant. 
Detailed response is given in section 2 as set forth above in this Office action. 

The rest of the Applicant's arguments regarding the dependent claims are reliant 
upon the issue discussed above, and are deemed to be non-persuasive as well for the 
reasons provided above. 

Contact Information 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Xiuqin Sun whose telephone number is (571)272-2280. 
The examiner can normally be reached on 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John Barlow can be reached on (571 )272-2269. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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